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ACCESSIBLE EMISSION LIMITS .. _CIFIED IN 21 CFR 1040.13(c)
O 1715 PRQPOSED TO DEVIATE FROM THE PROVISION OF 21 CFR 1040.17(c) &S FOLLOWS.

12. ADVANTAGES TO BE DERIVED FROM SUCH PEVIATION
LASER LIGHT SHOWS AND DISPLAYS ARE ACCEPTED POPULAR MEDIA |N ENTERTAINMENT AND THE ARTS USE OF POWER LEVELS I
EXCESS OF THE LMITS IMPOSED BY 21 CFR 1040.11(c) 15 NECESSARY TO ACHIEVE THE REQUIRED EFFECTS IN THESE MEDIA

[0 OTHER OR ADDITIONAL ADVANTAGES (gsscribe snd saplain)

13. EXPLAIN THE ALTERNATE MEANS OF RADIATION PROTECTION TO BE PROVIDED (Cheek 35 many bozes as apply In ltem 18 "Remarks.” justly any boacs
not checked, using addinonal sheets as necesssary. Sma any ather meuns af radiauon pratection That will be useq.)

a. _W ALl LASER PROQUCTS, SYSTEMS, SHOWS, AND PROJECTORS WiLL BE CERTIFIED TO COMPLY WITH 2 CFR 104010 AND TME CONDI.
TIONS OF TriS VARIANCE AND wiLL BE REPORTED AS REQUIRED By 21 CFR 1002.10 AND 1002.12 USING THE REPORTING GUIDES PRO-
VIDED FOR SUCH PURPOSE. THESE ACTIONS WiLL BE ACCOMPLISHED PRIOR TO ANY INTRODUCTION INTO COMMERCE.

B. EFFECTS NOT SPECIFICALLY INDICATED IN THIS VARIANCE APPLICATION WILL NOT BE PERFORMED. NO OTHER EFFECTS wiLL BE
ADDED UNTiL AN AMENDMENT TO THE vARIANCE HAS REEN OBTAINED aND THE REQUIRED REFORTS OR SUPPLEMENTS. AS
APPLICABLE, MaVE BEEN SUBMITTED.

3 SCANNING, PROJECTION, OR REFLECTION OF LASER AND COLLATERAL RADIATION (LIGHT SHOW RADIATION) INTO AUDIENCE OR OTHER
ACCESSIBLE UNCONTROLLED AREAS WILL NOT BE PERMITTED EXCEPT FOR DIFFUSE REFLECTIONS PRODUCED BY THE ATMOSPHERE,
ADDED ATMOSPHERIC SCATTERING MEDIA. AND TARGET SCREENS.

d, y LASER RADIATION LEVELS IN EXCESS OF THE LIMITS OF CLASS | WILL NOT BE PERMITTED AT ANY POINT LESS TMAN 30 METERS ABOVE
ANY SURFACE UPON wrHiCH PERSONS OTHER THAN OPERATORS, PERFORMERS. OR EMPLOYEES ARE PERMITTED TO STAND OR 2.5
METERS BELOW OR IN LATERAL SEPARATION FROM ANY PLACE WHERE SUCH PERSONS ARE PERMITTED TO BE. OPERATORS.
PERFORMERS. AND EMPLOYEES WiLL NOT BE REQUIRED OR ALLOWED TO VIEW RADIATION ABOVE THE LIMITS OF CLASS | OR BE
EXPOSED TO RADIATION ABOVE THE LIMITS SPECIFIED IN 21 CFR 1040 Y1(c)

e F ANY PRODUCT WHICH RELIES ON SCANNING TO MEET ACCESS, EXPOSURE, OR PRODUCT CLASS LIMITS WILL INCORFORATE A SCANNING
SAFEGUARD SYSTEM WHICH DIRECTLY SENSES SCANNER MOTION AND wHICH WILL REACT FAST ENQUGH TO PRECLUPDE EXCEEDING
THE APPLICABLE LIMIT.

ALL LASER LIGHT SMOWS SHALL BE UNDER THE DIRECT AND PERSONAL CONTRO|. OF TRAINED, COMPETENT OPERATOR(S). THE
OPERATORS) wiLk
{1) IMMEDRIATELY TERMINATE THE EMMISSION OF LIGHT SHOwW RADIATION IN THE EVENT GF ANY UNSAFE CONDITION:

(2) BE LOCATED WHERE ALL BEAM PATHMS CaN BE DIRECTLY OBSERVED aT ALL TIMES, AND
(3) BE AN EMPLOYEE OF THE VARIANCE HMOLDER WHQ WILL BE RESPONSIBLE FOR THE TRAINING AND CONDUCT OF THE OPERATOR,

g n THE MAXIMUM LASER PROJECTCOR OUTPUT POWER wilL NOT EXCEED THE LEVEL REQUWIRED TO ORTAIN THE INTENDEDR EFFECTS.

A TrE PROJECTION SYSTEM (.E., THE PROJECTOR AND ALL OTHER COMPONENTS USED YO PRODUCE THE LIGHTING EFFECTS) wiLL BE
SECURELY MOUNTED OR IMMOBILIZED TO PREVENT UNINTENOED MOVEMENT OR MISALIGNMENT. BEAM LIMITERS wiLL BE PROVIDED
AS AN INHERENT PART OF THE STYSTEM DESIGN TO PREVENT OVERFILLING OF SCREENS. BEAM STOPS, TARGETS, ETC.

LASEHR PROJECTORS WILL NOT BE DELIVERED YO ANY OTHER PARTY UNDER AN AGREEMENT OF SALE. LEASE, OR LOAN UNLESS anND
UNTIL THE RECIPIENT DEMONSTRATES THAT THEY MAVE A VARIANCE IN EFFECT AT THE TIME OF DELIVERY THAT PERMITS THEM TO
PRODUCE LASER LIGHT SHOWS INCORPORATING SUCH PROJECTOR.

. IN ADDITION TO THE REQUIREMENTS OF 21 CFR 1040.10(h), THE MANUFACTURER QF LASER PROJECTORS/SYSTEMS WiLL PROVIDE TO
PARTIES WHO PURCHASE. LEASE, OR BORROW THE EQUIPMENT, ADEQUATE USER'S INSTRUCTIONS FOR SaFE INSTALLATION AND
OPERATION AND wriCrH EXPLAIN THE RESPONSIBILITY OF THE RECIPIENT AS AN INDEPENDENT LIGHT SHOW MaNUFACTURER TO
SUBMIT THE REQUIRED REPORTS aND APPLY FOR aN® OBTAIN A VARIANCE FROM CDRri PRIOR TO INTRODOUCTION INTC COMMERCE OF

ANY LASER LIGHT SMOWS

K. XTHE REQUIREMENTS OF 21 CFR 1002.30(aX1) AND (2) wiLl BE ACCOMPLISHED THROUGH THE USE OF wRITTEN PROCEDURES FOR SETUP,
ALIGNMENT, TESTING, AND PERFORMANCE OF EACH SHOw. THESE PROCEDURES wiLL BE IN SUFFICIENT DETAIL TO ENSURE COM-
PLIANCE wiTH 21 CFR 1040 10, THE CONDITIONS OF THIS VARIANCE, AND THE CONTROL OF ACCESS TO RADIATION AREAS USING THE
PROCEDURES DESCRIBED IN THE ANSI 2138 1 STANDARD FOR THE SAFE USE OF LASERS (AMERICAN NATIONAL STANDARDS INSTITUTE.
1430 BROADWAY NEW YORK, NY 10018) OR ANY OTHER FQUIVALENT USER CONSENSUS STANDARD AND, wHERE APPLICABLE, STATE OR
LOCAL REQUIREMENTS LASER RADIATION AREAS WHICH CaN CONTAIN RADIATION LEVELS ABOVE THE LIMITS SPECIFIED IN 21 CFR
1040.71{c). WILL BE CLEARLY IDENTIFIED BY THE POSTING OF WARNING SIGNS AND/OR RESTRICTING ACCESS THROUGH PHYSICAL
MEANS (SUCH AS PRESSULRE SWITCHES, PHOTOCELLS, BARRIERS, GUARDS, ETC ). TMESE REQUIREMENTS APPLY TO TEMPORARY AREAS
(SUCH AS DURING SET-UP AND ALIGNMENT PROCEDURES) AND TO FINAL OR PERMANENT AREAS THE VARIANCE MOLDER wiLL RETAIN
THE RECORDS OF THESE PROCEDURES AND THE RESULTS OF aLL TESTS AS REQUIRED 8Y 21 CFR 1002 31. A COPY OF THE YARIANCE
AFPLICATION, THE APPROVAL LETTER, CURRENT PROCEDURES. AND RECORDS RELATING TO EACH PARTICULAR SHOW WILL BE WITH
ThE OPERATOR OR OTHER RESPONSIBLE INDIVIDUAL AND WILL BE MADE aVAILABLE FOR INSPECTION By FDA AND OTRER RESPONSI-
BLE AUTHORITIES. )
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PRUPOSED EFFECTS INCLUDI A STATEMENT OF THE MAxiMUM POWER OUTPUT |~ NDER SUCH NOTIFICATIONS WILL BE MADE, BUT

NOT NECESSARiLY BE LiMITED, TO:

1) THE CENTER FOR DEVICES AND RADIOLOGICAL HEALTH. OFFICE OF COMPLIANCE (HFZ-312), 8757 GEORGIA AVE _ S1LLVER SPRING, MD
20910, PROVIDING THE INiTIAL AND CLOSING DATES FOR FIXED INSTALLATIONS AND THE ITINERARY FOR MOBILE SHOWS. IN ADDI-
TION, UNLESS aLL ASPECTS OF EaCrt SHOW HAVE BEEN REPORTED AND TrE ACCESSION NUMBERS CLEARLY REFERENCED, EACH
NOTICE WiLL INCLUDE DETAILED DESCRIPTIONS OF EACM SHOW AND A LISTING OF ALL EFFECTS TO BE PERFORMED IN SUFFICIENT
DETAIL TO CONFIRM COMPLIANCE WITH THE REGULATIONS AND THIS VARIANCE

(2) THE FEDERAL AVIATION ADMINISTRATION (FAa) FOR ANY PROJECTIONS INTO OPEN AIRSPACE AT aNT TIME (1 E, INCLUDING SET-UP.
ALIGNMENT. REHEARSALS, PERFORMANCES, ETC) IF THE FAA OBJECTS TO ANY LASER EFFECTS, THE OBIECTIONS WILL BE RE-
SQLVED aND ANY CONDITIONS REQUESTED By FAA wiLL BE ADHERED TO, IF THESE CONDITIONS CAN NOT BE MET. THE OBJEC-
TIONASLE EFFECTS wiLL BE DELETED FROM THE SHOW

(3) STATE AND LOTAL RADIATION CONTROL OFFICESIAGENCIES FOR ALL SHOWS TO BE PERFORMED wiTHIN THEIR JURISDICTIONS ALL

REQUIREMENTS OF STATE AND LOCAL LAW WiLL BE SaATISFIED AND anNY OBJECTIONS RAISED BY LOCAL AUTHORITIES wiLL BE RE-
SOLVED OR THE EFFECTS DELETED. (LISTS OF FEDERAL AND STATE OFFICES ARE AVAILABLE FROM THE CENTER FOR DEVICES AnND

RADIOLOGICAL HEALTH UPON REQUEST)

14. REMARKS

CERTIFICATION

| CERTIFY thar all ot tne above infarmanian and statements arc 1rus, Compiete, and COrrect 1o the best of My kNowiedge and acknowledge 1nal my
vangnce apphcalion may de daniad or my vanance may be revohed il 1S apphcation 1S rTound 1o pe taIse, misieading. of inCQITect in 3Ny Matenal way.
| Nave Submilted ang will subrmil ali reports required Dy 21 CFR 1002.10 and 1002 12 an the jaser equipmesat and show(s) | furiner ungerstana thar |
Mauy pe required by regulauon of by the Director. Center for Devices and Ragiological Healtm, ta supply Such GIRAr INtOFMALON 83 May be NECCssary 10
Bvalwite and act on thus apphcauon,
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X :
FORM FDa 3147 (187) # U.S. GOVERNMENT PRINTING CFFICE 1987-185-695/68119

On ?m




T-378 P.01/04 F-Ti8

Apr-23-99 08:52 From- —

FDA/CDRH OFFICE OF COMPLIANCE

DIVISION OF ENFORCEMENT I
2098 GAITHER ROAD, ROCKVILLE, MD 20850

FACSIMILE TRANSMISSION SHEET
(301) 594-4672 FAX NUMBER
(301) 594-4646 TELEPHONE

TO: Tenﬂfe, Bd/er] :/7044/@}-% Marzagemehfgr
FAXNUMBER: 30/ ~ 827/ g7 |
FROM: 1), |- Sy

SUBJECT: (/4 5apnee.

DATE: *%( 9/97
Number of pages: Coversheet + 5

Confirmation Number: (301) 594-4646

COMMENTS:

“THIS DOCUMENT (S INTENDED DNLY FOR THE USE OF THE PARTY TO WHOM (T IS ADDRESSED AND MAY CONTAIN
INFORMATION THAT IS PRIVILEGED, CONFIDENTIAL, AND PROTECTED FROM DISCLOSURE UNDER APPLICABLE LAW.
IF YOU ARE NOT THE ADDRESSEE, OR A PERSON AUTHORIZED TO DELIVER THE DOCUMENT TO THE ADDRESSEE, YOU
ARE HEREBY NOTIHED THAT ANY REVIEW, DISCLOSURE, DISSEMINATION, COPYING, OR OTHER ACTION BASED ON THE
CONTENT OF THIS COMMUNICATION IS NOT AUTHORIZED, IF YOU HAVE RECEIVED THIS DOCUMENT IN ERROR, PLEASE
IMMEDIATELY NOTIFY Us BY TELEPHONE AND RETURN IT TO US AT THE ABQVE ADDRESS BY MAIL THANK YOU.



